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DETAILED ACTION 

Applicant's Response Dated October 6, 2004 

1. In the Response filed October 6, 2004, claims 39, 44, 50, 51, and 59 were 
amended. Claims 39-66 are pending. An action on the merits of claims 39-66 is 
contained herein below. 

2. The rejection of claims 39-66 under 35 U.S.C. 112, second paragraph, is 
maintained for the reasons of record set forth in the Office Action dated April 6, 2004. 

3. The rejection of claims 39-66 under 35 U.S.C. 103(a) is maintained for the 
reasons of record set forth in the Office Action dated April 6, 2004. 

Rejections of Record Set Forth in the Office Action Dated April 6, 2004 

4. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

5. Claims 39-66 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Applicant's arguments filed October 6, 2004 have been fully considered but they 

are not persuasive. Applicant argues: 

"In light of the instant specification, Applicants submit that those of skill in the art 
would appreciate that 'non-barrier forming 1 materials, as recited in the instant 
claims, are porous materials that do not 'provide a mechanical matrix that 
adheres to the site of application and seals the boundaries' of a wound (page 12, 
lines 11-13 of the specification as filed). Moreover, the skilled worker would 
understand that, in this context, such porous, non-barrier forming materials could 
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be formulated, e.g., as porous gels, sponges, films, or membranes, or could be 
formulated as foams, sprays, emulsions, suspensions, or solutions, that comprise 
the recited poly-p-1->4 N-acetylglucosamine polymers." 

The examiner disagrees with applicant's position. The primary purpose of this 
requirement of definiteness of claim language is to ensure that the scope of the claims 
is clear so the public is informed of the boundaries of what constitutes infringement of 
the patent. The USPTO applies to verbiage of the proposed claims the broadest 
reasonable meaning of the words in their ordinary usage as the would be understood by 
one of ordinary skill in the art, taking into account whatever enlightenment by way of 
definitions or otherwise that may be afforded by the written description contained in 
applicant's specification. This means that the words of the claim must be given their 
plain meaning unless applicant has provided a clear definition in the specification. 
Ordinary, simple English words whose meaning is clear and unquestionable, absent any 
indication that their use in a particular context changes their meaning, are construed to 
mean exactly what they say. While the claims of issued patents are interpreted in light 
of the specification, prosecution history, prior art and other claims, this is not the mode 
of claim interpretation to be applied during examination. During examination, the claims 
must be interpreted as broadly as their terms reasonably allow. In the instant case, 
applicant has failed to particularly point out the boundaries of what constitutes "non- 
barrier forming" materials. 

Applicant directs the examiners attention to a citation on the page 12 of the 
instant specification for support of the definiteness of the term. The passage reads, 
"That is, according to the present invention, the material need not be a barrier-forming 
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material that provides a mechanical matrix that adheres to the site of application and 
seals the boundaries of the wound." The cited passage fails to give a clear definition of 
the term "non-barrier forming" and what is encompassed by the term "non-barrier 
forming material". The passage simply states that the formation of a barrier is not 
required in practicing the instant method. The ordinary and customary meaning of the 
term "barrier" is 1) something that hinders or restricts or 2) a boundary : limit. When the 
N-acetylglucosamine composition of the instant method is applied topically as a gel, 
sponge, film, or membrane, as required in instant dependent claim 50, a "barrier" or 
"boundary" between the treatment site and the environment outside the treatment site is 
inherently created. Gels, sponges, films, and membranes would be considered 
"barriers" to one of ordinary skill in the art. Where applicant acts as his or her own 
lexicographer to specifically define a term of a claim contrary to its ordinary meaning, 
the written description must clearly redefine the claim term and set forth the uncommon 
definition so as to put one reasonably skilled in the art on notice that the applicant 
intended to so redefine that claim term. 

6. Claims 39-66 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Voumakis et al. US 5,635,493 (Vournakis) in view of Barton et al. Curr. Opin. Nephrol. 
Hypertens. (1999), Vol. 8, pages 549-556 (Barton) and Pearson Lupus (2000), Vol. 9, 
pages 183-188 (Pearson). 

Applicant's arguments filed October 6, 2004 have been fully considered but they 
are not persuasive. Applicant argues that Vournakis does not teach or suggest the use 
of porous non-barrier-forming materials comprising p-GlcNAc to induce transient, 
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localized physiological responses and/or a transient, localized modulation of vascular 
structure and/or function. Moreover, the combination of references cited fail to render 
obvious the dependent claims that recite methods resulting in stimulation of endothelin- 
1 release. Additionally, applicant argues the examiner has failed to provide motivation 
and one of ordinary skill in the art would not have a reasonable expectation of success. 

The examiner disagrees with applicant's characterization of the prior art. 
Vournakis teaches methods and compositions comprising p-GlcNAc materials (column 
36, lines 45-52). The materials may are used to promote hemostasis and wound 
healing (column 35, lines 40-52). The p-GlcNAc materials are applied directly to 
bleeding surfaces thereby arresting bleeding by providing a mechanical matrix that 
promotes clotting (column 35, lines 46-48). The p-GlcNAc material of Vournakis is 
within the MW range of the p-GlcNAc material of the instantly claimed method. 
Vournakis teaches each of the methodological steps employed in the instantly claimed 
method. Vournakis is silent on whether the application of the instantly claimed 
compositions causes endotehlin-1 release or vasoconstriction. It would have been 
obvious to one of ordinary skill in the ad at the time of the invention that the method 
described by Vournakis would also induce the release of endothelin-1 and 
vasoconstriction since Vournakis teaches that the GlcNAc materials are used to 
promote hemostasis and wound healing, and Pearson teaches that normal endothelial 
cell function is critical for all aspects of vascular homeostasis. Pearson further teaches 
that the active metabolism of these cells is necessary for the continuous adjustment of 
vascular tone, and hence, the control of blood pressure; for the physiological regulation 
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of leukocyte traffic from blood tissues; and for the maintenance of an antithrombotic and 
anticoagulant balance in flowing blood (page 183, column 1). 

The links between hemostasis, wound healing, endothelin-1, and 
vasoconstriction were known at the time of the invention; however, the recognition of 
this relationship is not necessary in determining patentability in the instant case since 
artisans of ordinary skill may not recognize the inherent characteristics or functioning of 
the prior art. In construing process claims and references, it is the identity of 
manipulative operations which leads to finding of unpatentability. In the instant case, it 
does not appear that the claim language or limitations result in a manipulative difference 
in the method steps when compared to the prior art disclosure. Vournakis teaches 
topically administering to a patient in need thereof, a material comprising p-GlcNAc 
within the prescribed molecular weight limitations of the instant claims. Vournakis 
teaches that the compositions are formulated into membranes, sponges, or gels 
(column 24, lines 36-44). The p-GlcNAc formulations taught by Vournakis meet the 
limitations of molecular weight and physical form recited in the instant claims. The 
response (achievement of at least a transient, localized, modulation of vascular 
structure and/or function) is not an active methodological step in the process but is 
rather a consequence of the physiological response of the treated tissue to the p- 
GlcNAc material. Prima facie obviousness is not rebutted by merely recognizing 
additional advantages or latent properties in the prior art. 

Regarding applicant's arguments regarding motivation and expectation of 
success, Vournakis explicitly teaches performing the instantly required methodological 
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steps. One of ordinary skill in the art would have motivated to perform the steps of the 
method of Vournakis to treat wounds or reduce wrinkles since such a method is set 
forth in the prior art. The skilled artisan would have had a reasonable expectation of 
success since Vournakis explicitly teaches the use of the p-GlcNAc material to treat 
wounds and reduce wrinkles. 

Applicant's arguments directed to the use of "porous" materials have been noted; 
however, the sponges taught by Vournakis meet this limitation. 

Conclusion 

7. Claims 39-66 are pending. Claims 39-66 are rejected. No claims are allowed. 

8. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Contacts 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patrick T. Lewis whose telephone number is 571-272- 
0655. The examiner can normally be reached on Monday - Friday 10 am to 3 pm (Maxi 
Flex). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on 571-272-0661. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 



Business Center (EBC) at 866-217-9197 (toll-free). 



Patrick T. Lewis, PhD 

Examiner 

Art Unit 1623 
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